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825  Cha l l e n g e r  Dr ive  

G r e e n  Bay ,  W I 5431  l - 8328  

Ph :  920 - 469 - 1 313  

Fax: 888 . 570 - 6460  
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E n zym a ticThe r apy  
N A T U R A L  M E D ICINES” 

O c to b e r  1 3 ,2 0 0 3  

M r. R o b e r t M o o r e  
O ff ice o f N u tr i t iona l  P roducts ,  L a b e l i n g  &  
D ie ta ry  S u p p l e m e n ts, H F S  8  1 1  
F o o d  a n d  D r u g  A d m in is t ra t ion 
5 1 0 0  P a i n t B r a nch  Pa r kway  
Co l l e g e  Pa rk ,  M D  2 0 7 4 0  

R E : L a b e l  C la ims/D isc la imers  

Dea r  M r. M o o r e : 

Th is  letter is to  n o tify y o u  th a t E n z y m a tic The rapy ,  Inc.  a t 8 2 .5  Cha l l e n ge r  Dr ive,  G r e e n  B a y , W iscons in  
5 4 3 1  I is a  m a n u fac tu re r  a n d  h a s  i n c l u ded  s ta tements  p r o v i d ed  fo r  b y  sec t i on  403 ( r ) ( 6 )  o f th e  F o o d , D r u g , 
a n d  C o s m e tic A c t o n  th e  l abe l s  o f th e  fo l l ow i ng  p r o d uc t. T h e s e  c l a ims  a r e  n o t necessa r i l y  fo r  a  p r o d u c t 
w e  cur ren t ly  ma r k e t o r  p l a n  to  ma r k e t i n  th e  i m m e d i a te  fu tu re ,  a n d  m a y  b e  exp lo ra to ry  i n  n a tu re .  

The i apy ,  Inc.  1  P a te n te d  B ra i n  _  
suppo r t* 

-  ‘., ;‘: D IE T A R Y  
I N G R E D IE N T S  

Pu r p l e  B u tte r bu r  
( P e tas i tes  hyb r i dus )  
R o o t E x tract 

S T A T E M E N T S  
“, 

P e tas i tes  hyb r i d us  c o n ta i ns  
seve ra l  c o m p o u n d s  wi th  
b i oac t i ve  p rope r t i es .  T w o  o f 
th e s e  c o m p o u n d s , p e tas i n  
a n d  isope tas in ,  h a v e  b e e n  
s tud i ed  fo r  the i r  ab i l i ty  to  
s u p po r t h e a l th y  b r a i n  b l o o d  
vesse l  to n e  a n d  c i rcu lat ion.*  

I cert i fy th a t th e  i n fo rmat i on  c o n ta i n e d  i n  th i s  n o t ice is c o m p l e te  a n d  accu ra te  a n d  th a t E n z y m a tic 
The rapy ,  Inc.  h a s  subs tan t i a t i on  th a t th e  s ta tements  a r e  t ruthfu l  a n d  n o t m is l ead ing .  

B y : 
R o b e r t Dos te r  

Tit le: S e n i o r  V ice  P res iden t  o f S c i e n tific A ffa i rs  

If y o u  h a v e  a n y  q u e s tio n s , p l e a se  c o n tact  R o b e r t Dos ter,  S e n i o r  V ice  P res iden t  o f S c i e n tific A ffa i rs  a t 
( 9 20 )  4 0 6 - 3 6 0 8 . 

M ichae l  P . Deve r e ux  
Ch ie f  F i nanc i a l  O ff icer 
P r t ado l e x  Pa t e n t e d  b r a i n  S u p p o r t  9 e  



825 Chal lenger Drive 

Green Bay, WI 5431 l-8328 
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EnzymaticTherapy 
NATURAL MEDICINES” 

October 13,2003 

Mr. Robert Moore 
Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 811 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Mr. Moore: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 
543 11 is a manufacturer and has included statements provided for by section 403(r)(6) of the Fodd, Drug, 
and Cosmetic Act on the labels of the following product. These claims are not necessari ly for a product 
we currently market or plan to market in the immediate future, and may be exploratory in nature. 

COMPANY 

Enzymatic 
Therapy, Inc. 

PRODUCT ., 
,’ NAME‘,.: 

Petadolex@ 
Patented Brain 
support* 

,;;;, “_‘, DIETARY 
INGREDIENTS 

Purple Butterbur 
(Petasites hybridus) 
Root Extract 

’ , ,STATEMENTS 

Blood vessel tone is influenced, 
in part, through neuralgic, 
vascular, and chemical factors. 
This includes biosynthesis of 
neurochemicals, changes in 
calcium channel regulation, and 
activation of pro-inflammatory 
mediators, resulting in both 
localized and systemic changes.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic 
Therapy, Inc. has substantiation that the statements are truthful and not misleading. 

By: +iL!e&4 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: /O 43/G 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, 

Chief Financial Officer 
Petadolex Patented brain Support 10c 
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tkzyma t icTherapy 
NATURAL MEDICINES” 

October 14,2003 

M r. Robert Moore 
Office of Nutritional Products, Label ing & 
Dietary Supplements, HFS 811  
Food  and  Drug Administrat ion 
5  100  Paint Branch Parkway 
Col lege Park, MD 20740 

RE: Label  Claims/Disclaimers 

Dear M r. Moore: 

This letter is to notify you  that Enzymat ic Therapy, Inc. at 825  Chal lenger Drive, Green Bay, W isconsin 
54311  is a  manufacturer and  has included statements provided for by  sect ion 403(r)(6) of the Food, Drug, 
and  Cosmet ic Act on  the labels of the fol lowing product. These cla ims are not necessar i ly for a  product 
we currently market or p lan to market in the immediate future, and  may  be  exploratory in nature. 

COMPANY PRODUCT. .:, ‘_  :,:DlE?ARY STATEMENTS : ‘, ,? NAME INGREDIENTS ’ ,,,,‘:,” 
Enzymat ic PetadolexB Purple Butterbur Laboratory research has 
Therapy, inc. Patented Brain (Petasites hybr idus) determined the act ions of the P. 

support* Root Extract hybr idus compounds.  Both 
petasin and  isopetasin support 
healthy vessel  relaxation.* 
Petasin addit ional ly provides 
nutritional support for the cellular 
activity associated with healthy 
b lood vessel  wall functioning.* 

I certify that the information conta ined in this not ice is complete and  accurate and  that Enzymat ic 
Therapy, Inc. has  substantiat ion that the statements are truthful and  not m isleading. 

By: 

Title: Senior Vice President of Scientific Affairs 

Date: /D h$J. P 3  

If you  have any quest ions, p lease contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

M ichael P. Devereux 
Chief Financial Officer 
Petadolex Patented bra in Support  I ie 


